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CHIRANA T. lnjecta, s.r.o.
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Attn. Marcin Sieczek, PaedDr. Marie Bakova / Executive Managers

Our reference
MtTt2024lP040

Contact person
MichalTomin I +421 915 366774

BRATISLAVA
29.2.2024

Subiect: Notified Bodv Gonfirmation Letter

To whom it may concern,

Confirmation of the status of a formal application, written agreement, and appropriate surveillance in
the framework of Regulation EU 2023/607 amending Regulations (EU) 20171745 and (EU) 20171746 as
amended as regards the transitional provisions for certain medical devices and in vitro diagnostic
medicaldevices

This letter confirms that, 3EC lnternational a.s., a Notified Body (NB) designated against Regulation (EU)
2017t745 (MDR) and identified by the number 2265 on NANDO, has received a formal application in

accordance with Section 4.3, first subparagraph of Annex Vll of MDR and has signed a written agreement in

accordance with Section 4.3, second subparagraph of Annex Vll of MDR with the following manufacturer:

CHIRANA T. lnjecta, s.r.o.
Komořanská 2148, Modřany,
143 00 Praha 4,
Czech Republic

SRN Number (if available): CZ-MF-000034353 r,i b

The devices covered by the formal application and the written agreement mentioned above are identified in

the Tables below. Table 1 identifies the devices which an MDR application has been received, written
agreement concluded and for which the NB is also responsible for appropriate surveillance of the
corresponding devices under the applicable Directive. Table 2 identifies the devices for which an MDR
application has been received and a written agreement concluded, but the NB has not yet taken the
responsibiliĘ for appropriate surveillance of the corresponding devices under the applicable Directive'

ln the case of devices covered by certificates issued under Directive 90/385/EEC (AIMDD) or Directive
93t42tEEC (MDD) that expired after 26May 2021and before 20 March 2023, without having been withdrawn,
this letter also confirms that the manufacturer signed the written agreement under MDR by the date of
MDD/AlMDD certificate expiry; or provided evidence that a competent authoriý of a Member State had granted

a derogation or exemption from the applicable conformity assessment procedure in accordance with Article
59(1) of MDR orAńicle 97(1) of the MDR respectively, by the 20 Mar 2023Íor the relevantdevices.
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The transition timelines that apply to the devices covered by this letter, subject to the manufacturer's continued
compliance to the other conditions specified in Article '120.3c of MDR (as amended by EU 20231607), are
shown below:

. 26May 2026 for Class lll custom-made implantable devices

. 31 December 2027 Íor Class lll devices and Class llb implantable devices excluding Well-established
technologies (WET - sutures, staples, dental fillings, dental braces, tooth crowns, screws, wedges,
plates, wires, pins, clips and connectors)

. 31 December 2028 Íor other Class llb devices, Class lla, Class l devices placed on the market in
sterile condition or have a measuring function

r 31 December 2028 for devices not requiring the involvement of a notified body under MDD but
requiring it under MDR (e.9., class I devices that qualify as re-usable surgical instruments)

on behalf of the NotiÍied Body,

, PhD

3tClntemationala.s. ía)
Hraničná 18, 821 05 Bratidđía
Slovak RepuNic
lD No.: 36 789 003
VAT No": SK2022390073

ĺ: Devices covered by this letter and for which the NB is also responsible for appropriate
surveillance of the corresponding devices under the applicable Directive

n

Surgical suture
Trade name: Ghirasorb
braided
UDI.DI:
8596í
Surgical suture
Trade name: Ghirasorb
rapid braided
UDI.DI:
8596í 65Ghirasorbrapid NS

Class lll N/A

Class lll N/A

MED 190018; NBí014

MED 190021; NB10í4

MED 190018;NB'ĺ014

MED 190022;NBí014

MED 190018; NB1014

MED 190027; NBJ0la

MED'ĺ90018; NB1014

MED 1900í9; NB1014

MED 190018; NB1014

MED 190020; NB1014

MED 190018; NB1014

MED 190024; NB101ł

Surgical suture
Trade name: Chirasorb
Plus braided
UDI.DI:
8596í 65Ghl rasorbPlusBQ

Class lll N/A

Surgical suture
Trade name: Chirlac
braided
Alternative trade name: C-
TEC Alfatec braided
UD!-Dl: 8596ĺ 65chirIacA8

Class lll N/A

Surgica! suture
Trade name: Chlrlac rapid
braided
UD!.DI:
85!Q!6-5c!'!1!ąqrąp i c 98
Surgical suture
Trade name: Monolac
monofilament
Alternative trade name: C-
TEC Caprotec
monofilament

Class lll N/A

ŃiÁClass lll
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MDR Device
classification (as
proposed by the
manufacturer and
verified at the pre-
application stage)

lf the MDR device is a
substitute device,
identification of the
corresponding
MDD/AIMDD device

MDD/AlMDD CertiÍicate
Reference(s) of the
devices under MDR
application, and the NB
ldentification

Device name or Basic
UDI-Dl (under MDR
application)
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UDI.DI:
!1901tqu9!9Ę9őF
Surgical suture
Trade name: Polydox
monofilament
Alternative trade name: C-
TEC Gynadox
monofilament
UDI.DI:

9999ĺ69ĘplycerPyv
Surgical suture
Trade name: Chiralen
monofilament
UDI.DI:
8596í65ChiralenXB

Class lll

Class lll

Class lllSurgical mesh - partially
absorbable
Trade name: Capromesh
UDI.DI:
9é9Q1Q99ĺpr'9!_'9shxŁ
Non-absorbable surgical
mesh
Trade name: Chiralen
mesh
UDI.DI:
8596í 65ChlraIenMeshYL

Class lll

Class llb excluding Class
llb implantable non-WET

Surgical suture
Trade name: Silon braided
UD!.DI:

Surgical suture'
Trade name: Silon
monofilament
Alternative trade name: C-
TEC Celon monofilament
UDI.D!:
8596í 655ilonmonofi l6X
Surgical suture
Trade name] Teĺvalon
braided
UDI.DI:
8596í 65TervaIonDV
Surgical suture
Trade name: Silk braided
UDl-DI: 8596ĺ65silkN4
Surgical suture
Trade name: Chiraflon
monofilament
UDI-DI:
8596ĺ65GhiraflonSA

Class llb excluding Class
llb implantable non-WET

Class llb excluding Class
llb implantable non-WET

Class llb excluding Class
llb implantable non-WET

Class llb excluding Class
llb implantable non-WET

Eyed needles - noncterlle
Trade name: Eye-needles
UDI.DI:
8 !96! 6 5 Ęyg!!ęę!!e gs U

Class I devices that qualifo
as re-usable surgical
instruments
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N/Á

ŇlÁ

ŃlÄ

N/A

N/A

N/A

ŃiÁ

NiA

ŃlÁ

MED 190018; NB1014

MED'ĺ90023;NB1014

MED 190018; NB1014

MED 190025; NB1014

MED 190018;NB1014

MED 190026; N81014

MED 190017; N81014

MED 190017; NB1014

MED í90017; NB1014

MED'ĺ90017;NB1014

MED 190017; NB1014
tt

. .. ..t.... ..

MED 190017;NB'|014

MED 200068; NB1014



Table 2: Devices covered by this letter and for which the NB is Nor responsibte for appropriatesurveillance of the corresponding devices under the appricabte Directive:

N/A

Letter Revision History

M2024t2t29

N/A N/A

lnitial issue

3Ec lnbrnational a's., Hraričnáj^8, 82í 05 Braljsla\/a, slovakja 
^_lČo:.oo 

zag oog lČ opľ: sxzozzssoozgTol/Fax 00421 (o)2 583ĺ asłgl-ađ- -'_'šil;ilňoqs"c."ł 
rłłeb: hüp:/Áv,./*'3ecgk. effectiveness . efÍiciency . excellence .

classification (as
proposed by the
manufacturer and' verĺfied at the pre_
appĺĺcation stage)

substitute device,
identificatĺon of the
corresponding
MDD/AIMDD device

Reference(s) of the
devices under MDR
application, and the NB
ldentification

Dev rce name or Basic lf the MDR device is a MDD/AI MDD Certificate
MDR Device

UDI-DI (under MDR
application)

traceable to each
version of the letter

Action
Date NB in ternal reference

i
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